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BignosigHo go MoctaHoeu (EC) Ne1907/2006 (REACH), OopaTok II

PO30i 1: INEHTU®IKALIA PEHOBUHWU/CYMILLI TA KOMMNAHII/NIANPUEMCTBA

11 laeHTndbikaTop npoaykTy

Toprosa Ha3Ba

lgeHTudikauinHmn Homep

BianoBigHi cchepun 3actocyBaHHA pevyoBUHU
abo cymiwi Ta He peKoMeHAOBaHe
3acTocyBaHHSs

Cdepa(-u) 3actocyBaHHSA

1.2

13 IHdopmauis npo noctayanbHUKa nacnoprta
6e3neku

HanmeHyBaHHS KOoMnaHii

TenedoH

Agpeca eneKkTpoHHOI NOLLTK (YNOBHOBAaXEHOT
ocobu)

Homep TenedoHy Ansi eKCTPEeHOro 3B’A3Ky
Homep TenedoHy Ansi eEKCTPEHOro 3B’A3Ky

14

Multichem WBT
05P77-10, 04S16-10

PeareHT ans giarHocTuku in vitro. BukniovHo gns
NpodecCinHOro 3acTOCyBaHHS.

Abbott GmbH & Co.KG
Max-Planck-Ring 2

65205 Wiesbaden

HimeyumHa

(+49)-6122-58-0
gcsupport@technopathcd.com

+353 (0) 61 525700

PO3AIN 2: BABHAYEHHA PU3UKIB

2.1 Knacudikauin pevoBuHm abo cymiui
BianoBigHo no MNMoctaHoBu (EC) Ne1272/2008
(CLP)

OupekTuBa 67/548/EEC Ta OupekTuBa
1999/45/EC

2.2 EnemeHT mapKyBaHHA

2.3 IHWwa HeGe3neka

PeyoBurHa He BBaxaeTbCcs HeGe3MnevHo Ans
I'IOCTa‘-laHHﬂ/BVIKOpVICTaHHﬂ.
PeyoBurHa He BBaxaeTbCcs HEGE3MNEYHO Ans
I'IOCTa‘-laHHﬂ/BVIKOpVICTaHHﬂ.

He 3aCTOCOBYHTbCA.

MicTuTb MaTepianu NoACLKOro NOXOMKEHHS.

PO3Mi1 3: CKNAO/IHOOPMALIA MPO IHTPEOIEHTU

3.2 CyMiui

Onuc

HebGe3neyHi KOMMNOHeHTH

3.3 HopnaTtkoBa iHcopmauis

PeareHT gns giarHocTukm in vitro. BogHuin po3ymH.

CrabinizoBaHi ni3oBaHi epuUTPOLUTA MIOANHM 3 aAanToBaHUMM

PIBHSIMUW BU3Ha4YeHWX aHaniTiB.

MpoayKT He MICTUTb Hebe3neyHi KOMNOHEHTM B MiA3BITHWX
KiNbKOCTSIX.

Yci 0031 AOHOPCLKOT KPOBI, SiKi BUKOPUCTOBYBanuCh Ans
NpUroTyBaHHs LbOro Martepiarny, Oynu nepesipeHi
YnpaBniHHAM i3 CaHiTapHOro Harnsaay 3a SKiCTI0 Xap4oBUX
npoaykTiB Ta meankameHTiB CLUA (United States Food and
Drug Administration, FDA), oTpumaHi pesynstatu
nigTBEp4XKYOTb BiACYTHICTb aHTuTin Ao BN i renatuty C ta
XiMiYHy iHEpTHICTb Loao renatuty B.
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PO3[iN 4: 3AXO4M MEPLUOI 4ONOMOIrun

4.1 Onwuc 3axoAiB nepLuoi gonoMmoru

Mpy BAMXaHHI

Mpw KOHTaKTI 3i LWKiPOO
Mpu noTpannsaHHi B odi

Mpwn NpokoBTYyBaHHiI

4.2 HanBaxnumgiwi cumnToMu Ta NposiBu, K rocTpi,
TaK i BigcTpoUeHi
4.3 Onuc HeBiaKNagHOI MeAUYHOI AONOMOrU Ta

crneuianbHOro nikyBaHHsA

Hapatn goctyn oo ceixoro noBiTpsA. 3a HAassBHOCTI ckapr
3BEpHYTUCS O0 nikapsi.

MpomuTy WKipy BOAOH 3 MUMOM. 3HSTU 3a0pyAHEHUIA OasT.
O6epexHO NPOMMBATH OYi MPOTArOM KiflbKOX XBUMUH. 3a
HasIBHOCTi Ckapr 3BepHyTWCS A0 nikaps.

[MpononockaTu NOPOXHUHY poTa Bodok. 3a HAasBHOCTI ckapr
3BEpPHYTUCS A0 nikapsi.

BigcyTHi.

BiacyTHin.

PO3AIN 5: 3AXOAW NOXEXHOI BE3MEKU

5.1 3acobu noxexoraciHHs

MpuaatHi 3acobu noXxexxoraciHHs
5.2 Ocob6nuBa HeGe3neka Big pe4oBMHU abo cyMmiLli
5.3 YKasiBKku Ans NOXeXHUKiB

CO2, nopoLok abo BogHUI po3nuntoBad. Benuki noxexi cnig
racuTi 3a JONOMOroK BOgHOro posnuniosayva abo
CMUPTOCTIVKOI MiHW.

Mig yac noxexi MoXxyTb BUAINATUCS okeuam Byrneuto (COx)
Ta okeuam asoty (NOX).

BukopucToByBaTM METOAUN MOXKEXKOraCiHHSA, LLO NPUNHATHI
Ansi OTOYYYMX YMOB.

[ig Yac raciHHS BOrH BOAraTi NOBHUA KOMMNIEKT 3aXUCHOMO
ofsry Ta aBTOHOMHUIA AnxanbHun anapat (AJA).

PO3AIN 6: 3AXOAU 3 NIKBIAALII ABAPIMHUX BUKMOIB

6.1 3axoam ocobucToi 6e3nekun, 3aXucHe HeraiHo i3ontoBaTtn Ta O4NCTUTU PO3NKB.
CMopsAAXKEHHA Ta NOPAAOK AiA B €eKCTPEeHin 3axoau 6e3neku nig vac nikeigawii po3nveiB onucaHi B
cuTyauii Po3paini 8.
6.2 YKa3iBKM i3 3aXMCTy HaBKONULUHLOIO He 3nuBatu B ApeHaxHi cucTemu, kaHanisawito Ta BOOOTOKM.
cepegoBuLA
6.3 MeToawm Ta maTepianu gns nokanisadii n 3ibpaTtu po3nuB 3a JoNoMoro marepianis i3
OUMLLEHHSA PO3NMUBIB BOJO03B’s13y04MMM BNACTUBOCTSIMU (NanepoBi pyLLUHUKH,
nicok, AiaToMiT, 3acobu Ans 3B8’sA3yBaHHS KACIOT,
yHiBepcanbHi 38’A3yBavi, Tupca). YTunisysaTu 3abpyaHeHui
mMarepian sik Bigxoam 3rigHo 3 Npoueaypoto, Lo onucaHa B
Po3sgini 13. NMomuTK QinsHKy po3nuBy 3a JOMOMOro 3acoby
Chloros abo iHworo 3acoby aAns AesiHdeKLii.
6.4 MocunaHHA Ha iHWi po3ginu 8, 13
Bepcis: 2 CropiHka: 2/6 Hata: 08/01/2019
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PO3AiN 7: BAKOPUCTAHHA TA 3BEPIF'AHHA

7.1 3acTepexeHHs woao 6e3neyHoro
BUKOPUCTaHHA

7.2 YmoBu ans 6e3ne4vHoro 36epiraHHA, 30Kkpema
6yAb-AKi HeCYMiCHOCTi
7.3 CneuudpiyHe KiHUeBe 3acToCyBaHHSA

13 UMM NpoAYKTOM Cnif NOBOAUTUCS SK i3 MOTEHLINHO
iHeKUinHMM MaTepianoMm, OCKINbKW XXoAeH MeToh aHanisy
He MOoXe rapaHTyBaTh NOBHY BiACYTHICTb 30yAHUKIB iH(eKL;
y NpoAyKTax foACHKOro NOXOMKEHHS!.

IHcbopmauisi npo BuKkopucTaHHs GionoriyHo HebesneuHnx
marepianis HaseaeHa B [inpektusi 2000/54/EC.

YH/KaTV KOHTaKTy 3 04MMa, LLKIPOKO Ta CrIN30oBUMMN
obornoHkamu.

36epirati B HegoOCTYNHOMY AN OiTen Micui.

MuTu pyku nepep nepepsamu B poboTi Ta Micns 3aBepLUEHHSI
3MiHW.

OuuwyBaTi poboYi 30HM 32 AONOMOTOH0 FiNOXNopUTy abo
iHWoro 3acoby Ans aesiHdexuii.

36epirat B 3aMOpPOXEHOMY CTaHi.

3acTocoByBaTV BiANOBIAHO A0 IHCTPYKLIT 3 BUKOPUCTAHHS.

PO3AIN 8: KOHTPONb BMNUBY TA IHOMBIAYAIIbHUA 3AXUCT

8.1 KoHTponbHi napameTpu
8.1.1 [paHM4Hi 3Ha4YeHHA npodeciiHOro BNNMUBY

8.2 KoHTponb BnnuBy

8.2.1 HanexHi 3axoaun TeXHiYHOrO KOHTPOJIIO

8.2.2 3acobu iHauBiayanbHOro 3axmcTy
3axuct overt Ta obnuyus

3axucT pyk

Martepian pykaBnyok
Yac poboTu 1O NPOHNKHEHHST PEYOBUHU Yepe3
pYKaBWYKM

3axucT Tina

3axucT AnxanbHUX Wsxis
8.2.3  KoHTponb BNnvMBYy Ha HABKONMULLHE
cepefosuie

Llen npoayKT He MICTUTb XXOAHUX CYTTEBUX KillbKOCTEN
mMaTtepianis i3 rpaHU4HO AONYCTUMUMU 3HAYEHHAMMN, AKi cnig
KOHTpOMtoBaTK Ha pobo4oMy MicLyi.

[Onsa uboro maTepiarny He 3aCTOCOBYHOTLCS.

PekomeHAayeTbCA BUKOPUCTOBYBATM 3aXUCHI OKYMSIPU.
(EN166).
OpHopasosi pykaBuykn. (EN374).

JlaTekc/HaTypanbHWIM kaydyK, HITPUIIOBUIN Kayuyyk.
CTilKiCTb pyKaBUYOK HE Ma€E KPUTUYHOIO 3HAYEHHS, AKLLO
NPOAYKT 3aCTOCOBYETLCA BiANOBIAHO A0 IHCTPYKLT 3
BMKOPUCTaHHS.

JNabopaTopHui xanart.

3a3Buyan He NOTPIOHUIA.

CneuianbHi 3axoaun He NOTPIGH.

PO3M111 9: ®ISUKO-XIMIYHI BITACTUBOCTI

9.1 IHcbopMaLis npo oCHOBHI hi3nKO-XiMiuHI
BNacTUBOCTi
30BHiLWLHIN BArNSA PionHa.
Konip YepBoOHUMIA.
3anax Jlerkun.
Bepcis: 2 CropiHka: 3/6 DaTta: 08/01/2019
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Mopir BiguyTTa 3anaxy (ppm)

3HayeHHs pH

Temnepatypa TaHeHHs (°C) / 3amopoxyBaHHs (°C)
Temnepatypa kuniHHs/iHTepBan kuniHHA (°C):
Temnepartypa 3anmanHs (°C)

LemakicTb BUNapoByBaHHs (BA = 1)
3anmMucTicTb (TBEpAOi pevoBMHW, rasy)
[paHnyHMIM giana3oH 3aiMaHHs

Twuck napu (MMm. pT. CT.)

l'yctuHa napu (noBitpst = 1)

l'yctuHa (r/mn)

Po3uunHHicTb (y Boai)

PO34mnHHICTb (B iHLINX pe4oBUHaX)
KoediuieHT po3noaineHHs (n-oktaHon/soaa)
Temnepatypa camo3anmanHs (°C)
Temnepartypa po3snagy (°C)

B’askictb (Mla c)

Bubyxosi BnacTmsocTi

OkuCHi BNacTuBoCTi

9.2 IHwa iHdopmauis

He Bu3HayeHo.

7,3-7,5.

Mopi6Ho po Boau: npnbnmaHo 0°C.
Mogi6Ho po Boaw: npubnusHo 100°C.
He 3actocoByeTbcs.

He Bu3HaueHo.

He 3actocoByeTbcs.

He 3actocoByeTbcs.

Mogni6Ho ao Boaw: npmbnuaHo 23 rlMa.
He Bu3HayeHo.

~1

[MOBHICTIO PO34YMHAETLCSH Y BOAI.

He Bu3HayeHo.

He Bu3HayeHo.

He Bu3HayeHo.

He Bu3HayeHo.

He Bu3Ha4eHo.

He Bubyxae.

He okucnioetbes.

BigcyThs.

PO3AIN 10: CTABINBHICTb | PEAKLIUHA 30ATHICTb

10.1 PeakuiiHa 3gaTHiCTb

10.2 XimiyHa cTabinbHicTb

10.3 MoxnuBicTb He6e3ne4yHux peakuin
10.4 YmoBwu, IKMX cnig yHUKaTn

10.5 HecymicHi maTtepianu

10.6 He6e3ne4Hi npoaykTn po3nany

Hesigoma.

MpopaykT cTabinbHWi y pasi 36epiraHHs 3a peKkOMeHAoBaHUX
YMOB.

Hebe3neuHi peakuii nonimepusadii He BigbyBatoTbcs.
BigcyTHi.

Hesigomi.

Hesigomi.

PO3i1 11: IHGOPMALIA 3 TOKCUKONOTTIi

11.1  Indbopmauisi NPO TOKCU4HI BNNMUBKN

11.1.2 Cymiui

["ocTpa TOKCUYHICTb
MoppasHeHHs

KoposinHa gis
CeHcubinisauis

TOKCUYHICTb NOBTOPHMX 403
KaHueporeHHicTb
MyTareHHicTb
PenpoaykTnBHa TOKCUMYHICTb

CTOO ogHiei nosun

3rigHo 3 iCHYH4YMMM AaHMU NPoAYKT He BianoBigae
KpuTepism knacudikadii.
3rigHo 3 iCHYIOUYMMMN AaHMKU NPOAYKT He BiAnoBifae
KpuTepism knacudikadii.
3rigHO 3 iCHYYMMK JaHMMKM MPOAYKT He BianoBiaae
KpuTepism knacudikadii.
3rigHo 3 iCHYHOUYMMM AaHVMU NPOAYKT He BianoBifae
KpUTEepisM knacuaikawii.
3rigHo 3 iCHYH4YMMU AaHMU NPOAYKT He BianoBigae
KpUTEepisM Knacuaikawii.
3rigHo 3 iCHYH4YMMU AaHMU NPOAYKT He BianoBigae
KpUTEepisM knacuaikawii.
3rigHo 3 iCHYH4YMMU AaHMU NPOAYKT He BianoBigae
KpUTEepisM Knacuaikawii.
3rigHO 3 iCHYYMMM JaHMMKW NMPOAYKT He BianoBiaae
KpUTEpisiM Knacudikawji.
3rigHO 3 iCHYYMMM JaHMMKW NMPOAYKT He BianoBiaae
KpUTEpIsiM Knacudikawji.

Bepcis: 2
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CTOO noBTOpPHMX J03

Hebesneka npu BouxaHHi

Bnnue Ha 340pOB’A NIOANHN Ta CUMNTOMMU
Mpw KOHTaKTI 3i LWKiPOO

Mpy noTpannsHHi B oui

Mpy NpokoBTYBaHHI

11.2  IHwa iHcdopmauin

3rigHo 3 iCHYrUYMMM AaHMK NPOAYKT He BianoBigae
KpUTEpisiM Knacudikawi.
3rigHo 3 iCHYHUYMMM AaHVMU NPOAYKT He BianoBifae
KpuTepism knacudikadii.

He ouikyeTbCs1 )KOAHMX CYTTEBUX LLUKIANMBUX BNMBIB.
He ouikyeTbCs1 )KOAHMX CYTTEBUX LUKIANMBUX BNMBIB.
He ouikyeTbCs1 )KOAHMX CYTTEBUX LLUKIANMBUX BNMBIB.

He 3aCTOCOBYETbCA.

PO3AiNn 12: EKOJNIOIN4YHA IHOOPMALIA

12.1 TOKCUuHIiCTb

12.2
12.3

Crinkictb | po3nag
3patHicTb Ao Gioakymynsuii

12.4 PyxomicTb y r'pyHTi
12.5 Pe3synbTaty ouiHku 3a kputepismu CBT ta oCab
12.6  IHWIi no6Gi4yHi echekTn

[MpogyKT He MICTUTb CYTTEBOI KiNIbKOCTi PEYOBUH, LLIO MaloTb
TOKCUYHWIA BNNINB Ha HABKOSULLHE CepeaoBULLE.

MpopaykT nerko nigaaeTbcsi GionorivHomy posnagy.

He ouikyeTbes.

OuikyeTbCA BMCOKA PyXOMICTb NMPOAYKTY B I'PYHTI.

He 3actocoByeTbcs.

He 3actocoByeTbcs.

PO3MIN 13: YKA3IBKU 3 YTUMI3AUIT

13.1 Cnocobu nepepo6ku Bigxopais

Mpoaykt

€Bponencbkui knacudikaTtop Bigxoais

YnakoBka

YTunisyBaTu Sk NOTEHLiNHO GioHebe3neyHi Bigxoau 3rigHo i3
3aKkoHOM Npo 6opoTLOy i3 3abpyAHEHHAM Ta iHLLIUMK
3akoHamu BignoBigHoi kpaiHu. LLlo6 rapaHTyBaTh
AOTPUMAHHSA BCIX BUMOT, pEKOMEHAYEMO 3BEPHYTUCS A0
MiCLLEBUX YNOBHOBaXEHMWX opraHiB Ta/abo cepTudikoBaHoi
KoMnaHii 3 yTunisauii Bigxoais.

18 01 03.

YTunisyBaTtu 3rigHO 3 MiCLEEBUM, perioHanbHuM abo
AepXaBHNM 3aKOHOAABCTBOM.

3abpyaHeHy ynakoBKy yTunidyBaT Tak caMo, SK i MPOAYKT.
HeszabpyaHeHa ynakoBka nignsrae noBTOPHI nepepobui.
[ins oTpumaHHA AoaaTkoBoil iHGhopMaLii 3BepHITLCS A0
MicLieBMX KOMNaHiW, Wo HadaloTb BiANOBIAHI nocnyry.

PO3AiN 14: IHOOPMALUIA 3 TPAHCINOPTYBAHHSA

141 Homep OOH He 3actocoByeTbcs
14.2 TouHa Ha3Ba AnNA TpaHcnopTyBaHHA 3a OOH He 3actocoByeTbcst
143  Knac(-u) HeBeaneku Anst TPaHCMOPTYBaHHs MpoaykT He knacudikyeTbcs sk Hebe3neyHnin 4ns
TpPaHCNOpPTyBaHHS
14.4 T'pyna nakyBaHHS He 3actocoByeTbcA
145 ®dakTopu Hebe3nekn ANs HaBKOMULLHLOIO He 3actocoByeTbcA
' cepegoBuLa
14.6  Ocobnusi 3acTepexeHHs ANs KOpUcTyBa4ya He 3actocoByeTbcA
Bepcis: 2 CropiHka: 5/6 Hata: 08/01/2019
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TpaHcnopTyBaHHsA Hepo3dacoBaHoOro
14.7 npopykTy 3rigHo 3 [lopaTtkom Il no He 3actocoByeTbcs
MARPOL73/78 Ta Kopekcom IBC

PO3AI1 15: PEFTYNATOPHA IHPOPMALIA

15.1 PernameHT/3aKOHOAABCTBO 3 Ge3nekKu, Oupextuea 98/79/EC wopno BMpobiB MeaNYHOro
OXOPOHU 3A0POB’A Ta HABKOJIULUHLOIO npu3HadeHHs ansa giarHoctukm In Vitro.
cepeAoBMLLa, L0 3aCTOCOBYHTbLCS A0
pe4yoBUHM abo cymilLui

15.2 OuiHka xiMiyHOI 6e3nekn He 3actocoByeTbcs.

PO3AI1 16: IHLLA IHOOPMALLIA

CKOPOYEHHA
CTOO CneupnddidHa TOKCUYHICTb Ha OKpeMuiA opraH
MocunaHHsa

MacnopTtu 6e3neku CMpoBUHM.

MapkyBaHHs1 onakoHiB, LLO MICTATb 6EH30(EHOH.

HopnaTtkoBa iHdopmauis

Yknagad fokymeHTa: TNikap Ox. Ox. To6iH (J. J. Tobin), ChemHaz Solutions, Agpeca eneKkTpoHHOI NOLTY:

info@chemhazsolutions.com

3rigHoO 3 iCHYIOUYMMM BiAOMOCTSIMM iHCbOpMaLList B LIbOMY AOKYMEHTi € TOYHO. YTiM, 3a3Ha4YeHWn NocTavanbHIK Ta XodHa 3
Oro [OYipHiIX KOMMNaHi He HecyTb Byab-AKOI BiANOBiAanbHOCTI 3@ TOYHICTL Ta NOBHOTY iHOpMaLi, Wo npeacTaBneHa B
LbOMY AOKyMeHTi. KopucTyBay Hece 0fHOOCIOHY BiAMOBIAANbHICTE 32 OCTATOYHE PilLeHHS NPOo NPUAATHICTL ByAb-aKoro
MaTepiany. Yci matepianu cnig BUKOPMCTOBYBATU 3 06EPEXHICTIO, OCKINbKM iCHYE pU3UK HEBIZOMUX HEGe3nekK. Y LiboMy

[OKYMEHTi HaBeAeHUI onnc Aesikux Hebeanek, ane KOMNaHis He rapaHTye, Lo Lei nepernik € BUYeprnHM.
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